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[liLlcjicadcnl cLimji ^ 1 au>f ^ ' . kmJcJ U ^ ■'Ct,ii\ tliat ihe nKJiCiUiun ciianibc. 

has a .sniaik'T tliuniclci ihan the Juunclet ol the dpplicatoi banci. Suppoti ioi Uiesc aniondmcnii, 
can btf fuumi in the specification at least ai page 3, lines 29-30, 

Kt^i«6tio« Under 35 I .S,C, § 103 
Claims 1 -8 and ^>-10 were rejected under 35 r,SX\ § 103(a) as being unpatentable o\er 
f ' K '\iU>ni \t> f^Srr 4^1 K- f allon of "1 ."en ') in \ic\s ol'l' S PatLiit No 6,224,^73 to 
Ycagcfi / liK ("Veagcr") and fujiher ui mow ol U.S. I'atcni Nk> 6,547.467 lo Quuiicro, ci ai, 

Quintcro''), h appears that the Examiner intended ibr this rcjeetion to apply to claims l-b and 
H~ 1 0 since oteim 7 was previously eanceled. 
Legal b'kmdai'd 

'f 'u --f ! Afc"t* case L*! ■•h^ ^lu^'v ^ thice basic cntot-iMntist bo met. Fu-pt, 

liiCio arist be .some saggcoUun or mou^ aliun, cuIkm ]u the leicfenccs d^t;^1b^.]^5,<^ ui tn the 
kninvlcdge general!} available to one of ordinar." skill iu the art, to modifx' the reference or to 
Cf^mbuie reference teachings. Second, there mml be a reasonable expectation of .success, 
i nnii\, inc ai! u'^unirt {k>\ icHr Ks■.^ v hen combined) must teacii o\ su^jgcst ai' the claim 
it!Viil'\!i.tns 1 \iL i<j..Llr,nL ^' ^tiyt'csuon lo n .vj < i.. ^, j ir^d con^bin.ilK'n .md tht. i...^.<n-!.^bL 
*. xpectaUon ol success niai>t hotn be iound ui inc pi iOi mu m»t in app]icanr.Sv dtsclo.suit; In i <. 
I uctL ^^4? !• 2d 4B8. 20 U.S.P.Q ^d 1438 (Fed Cir. U)9i) 
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V-HAUMINT \M>RLSPONSnTOOrFirF VCHOM 
Fallon 

baWon tlfscloses a device Ibr adniinistcring a parliciUalt; hemostaiic agent onto living 
litiMEc, vut-b nst-UL !n llfc ({{xioniiyuil oaviiy {sff ail !. Vmcii 39-40 and 55-63). FaMori does not 
disclose Of vUi^ifcsi J \ .itni!al oi rectal applicator, requir(;;d b} ci^im i and its depcndem claiint>. 
Ai> shown \n I i^i'te 1, !-:i!!on's device has a tapered tube (12) with a kunen (18) for holding the 
hemostatic agent, lube ( 12) has a length of about 20 cm. and diameters of about 1 .59 md 1 .94 
cm. respectnely, for the smaller end and the larger end (col. 2, lines 33-36). 

^aik'ii'u f aiion's J.mce IS ( 'cniv .li^^itv! iu^m ihe ( 'atnie*.! apphc;Uot Fillon's 
de^•!CL' tcquiixs ono continuous i^pUL'c thai tont.nns the bunostaiic agent, in contrast, the claused 
applicator contains an applicator barrel with a separate space forming a dijscrete medication 
cliamber^Kilhin the applicator barrel, w-here the rnedieation chamber has a smaller diaiiicter than 
the diameter of the applicator barrel Fallon's appficator does not contain a discrete medication 
chamber wnhm the tune {12). 

[ aiihci. aiion dots uoi. JkscIosc Oi suijgcst an apphcaioT diat can be bKcch-lllkd. i e 
iiiltja through ihe opening at the tip ofthe applicator. Fallon contains no leaching or suggestion 
to niodif) the applicator so that it can bo breech-filled through the narrowest opening in the 
apphcaioi. AddiiionaOy, Fallon does not disclose an upper limit to the volume of medicament 
ihat 5is applicaior can liold. 

I eager 

Wagei discloses a disposable applicaior foi dispensing a desired quantity of a 
<:ubstantialh non-runnv medicament. At, .shown \n Figures 5-7, the device contains a housing 
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( 14) which has a band portion (47), which includes: a gencially tiipt*rt;d tubuiai vsall (48) 
defining a housing chambei (50) As sho^\Tl in Figures 2 and 7, ihc tenn "housing chambci (50)" 
roicj ui tht t-ntui .piK^Mn^idc the bane! poUum {4'') (st*t (-r/v) t t! 6 ii.)cs4-D'i ' Las uio 
■^t.LVinfc lU 1[ cagcj » appiicaUn i^tleail) UiMuiul iioni the claimed apphcaloi Ycagoi roquuu't, 
an upphuiiot with one continuous space that is Jillcd lo contain tlie medicament. In contrast, the 
clatnted applicatoj contains an applicator barrel with a discrete medication chamber within the 
applic<!tur burrei. 

Inuthcu Yua^'ci Joc^ noi disclose i."- -^u* -e-' rr v'^plicatoi sunjibli^ for hrcecb iillm" 
Vea^cr disc^o^c<^ filling ihe enine houMiiy chamber pO) of ihe apphcator through the wide lowei 
opening {d4) with '^i substantially non-rutmv mcdicamenl", and then piachtg the plunger in the 
applicator barrel housing chamber) {a'cc abstract and col. 5, lines 47-50 and 62-66). The 
mcdicantent is placed in one, wide opening of the apphcator> and then is admrnistcrcd to a 
policnt thunt.'h I na!'o^\''i oi'efiirj'' at the opposite end ol the apphcaioi 

(act, eager teaches awa\ Itoui an applicator suuanlc lor biecch lllliag ^ eager 
indicates that his design, which requires placing the medicament in through a large opening, is 
^\ell-suitcd tbr automated liUmg (see col. 5. lines t>2-&5). Ycager contains no leaching or 
su^'^icstton to niodif) the applicator so thai it Ciiilbe breech-filied through the narrowest opening 
ir E.i ipr!'v \t>>' l urther Yeager does not disclose or suggest an upper limit to die \ olume of 
jiKuu ^n;cni that the applicator can hold. 
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AMENDMENT AND RESPONSE TO OFFICE ACTfOiS 

Qidmrn'o 

Ouinlcro discloses a microapplicator for dbpcnsing and appi) ing mi adbesive or jseahuit 
maleria! lo ;i uf^utfaccs, mk-H is^ niasuc"~\ nil^HeiN, wxx], cctol'tU k>r t;\en !i\ ing nssuc, to 

proiecT, soul vm- bonti iho .suriaccb to^cthor {my col ! 2, hncs 1 1 -JO uaU coi. 3, luie^ 35-40 } ! be 
niicroappHcaior is designed to deliver polymerixable materials that thicken ajid/or harden upon 
polymcrizalfon (coL 3, lines 41-42), As shown in Figure 1 , the appiicator contains a handle 
portion (112) and an applicator tip (120). The applicator tip (120) contiims a microrcsevoir (122) 
ihat is Jesi'jTKxi lo ii^Md a \ors .^mail amount cA'jii acMicsi^c or sealant raaienaL in the order or2U 
[iL or kiS ft'o]. 3. lincri 25-31), 'I nii.s the apphcator barrel (e.g. the luindle portion) is not 
designed to contain a discrete chamber witli a smaller diameter than the applicator barrel, as 
leqtiired by the claims. 

Quintv.'ro'^ applicator ii> de^signed to be filled at its widest end. For example \shc\i the 
hjH'ik j.oHon i.\)ntL.ins or ts in ihe t-sr- . ^ ji.jc, 'iie b;tnei i 1 12) i.s filiec uUh liic .dhcsivc 
oi leaiunf nuucja! and then the plunyci piac^^d lu the bauel (col. in, line^ 7-11). i-mthcr, 
Quintcro explains that the adhesive or sealant material travels Irom the handle portion to the 
microrc^cfwir h> squee^.ingthe handle portion (if ii is formed of a flexible niaterial) or 
gra\ita:uvi,t!j\ \ci-' 7Jines 12-i7), 

Qintjtoui ->'lcc{s die sieometrj. and niaieriah for its applicator to -<tubili/e the 
polvmerizable inaienai and to prcNcnt it from pohmeri/'ing prcnialurch . I'oi cxainpic. the op 
may contain a polymerization initiator or accelerator, so that the polymerixabic material contacts 
the initiator or accelerator immediately prior to application to the desired surface (see col. 4, 

077f>-59.{K«n ! 
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A\l^^l)^TL^■^ and ki-sponsl ioofhicl 

hneh> 1-7) A.dJitionjU). ni some einbodmicnls, ihc applicator contains j plug which contami. a 
poIyn3en/aU(.>ii injtialor qj aecclordtoi (Jsec col 4. hues 16-38) Thus, Qumtcio"*? appiicatoi is 
dCMgiJtd to p'^x^tit lun.cb tidfnt; oi the p 

I lieit: is m disclosurt, or suggcbticn m ! allon \'eagci oi Qumiero lo combine these 
reiejcnces. KaHon discloses a device for adiiiinijslunng a hemostatic agent lo tissue fbUowing 
ijurgcix . QuintcKt discloses a device for administering a polymcriyable material for use as a 
seaUviK 01 adhcsr c .i s aueiv (^^'sin-laLL's Yeager di>?ci(>ses .m <5pnhc.Uor for .lus^jinHtonne 
incdicamom tci a natmai opening tn the hod\, Oiitcicnt i>i/cJ and shaped appficaujis aio used for 
#i(rum, for applymg a sealant lo a surface and for administration of a medicament to natuial 
openings in the body. 7 herefore one of ordinary skill in the art would not combine the teachings, 
of Fallon with Yeager and/or Quintero, 

/-///<)/' co^vh'uattonM >th hvpc' ofui (h-uitc o 

{ \ctj li <\n.^ ol oidn ais sUdI in Ihe ad cojAbmed i allon nith It cagei ond Qunitcio, the 
applicator defnied by claims l-> and the nieihod of tranttvaginal or transrectal drug delivery 
defined bv claims 6 and 8- 1 0 would not be obviomv 
c. laims I -5 ar0 mn-nhvUnLs 

1 d] ii ^(.los M.'i dfsol ^sc Oi suL'ge-5t ;vi jp^Iu ' 'hal ccruahis ari apphi' itoi banoi Xshich 
coa[,,tiis J ^.nM.u't(. v.ofupaUn\cni. i e the mcdicauor caanJ>cj. within the aprljcaioi bduc! has 
smaller diameter than the applicator baiTcK and m> designed to contain up to I mL of a 
phvn-tnaccutical fuuntilarion Contua> to the l\aniincr\ assertion, ihc lumen (1 8") disclosed b> 
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I\'ilIon IS not analogous lo the medication chambei in the appiicatoi defined by petiding claims l- 
5 Ass niHed abtne, iho lumen (18) Tormh one cunlinuous spaee for containing a medicament. In 
col tKt4 ibc i iiiHi) and its c*cpe iJ'^ i c ^ ' . ' - ' ;-p' at-» loiicl contains 
aadiLdU )n ^hundx. wjib a sniallej d.dou'lcj than the appiicalo. banc! The medication chanibei 
IN a di<»cicto ■section within the applicator bane). Farther. Fallon does tiot disclose or suggest an 
applicator that can be breech-filied. i.e. filled through the opening at the tip of the applicator. 

Neilher Ycagcr nor Quintero makes up for Fallon's deficiencies* Neither Yeager nor 
Qumu^'o discio^es an appiicatc>r ...oniaitnug an appiu-ator barrel -with a ds-icioie medication 
chan\b<.T \Mihin thi' :\ppiicaioi bancl, uhere the medicaiion cliarnher ha.s a .stnailcr diameter than 
the diameter of the appliceiior bairel and is designed to contain np to 1 mL of a pharmaceutical 
fornudation. Yeager discloses an applicator with one continuous space that is filled to contain 
the medicament. While Quintero discloses a tnicrorescrvoir for the storage and administration of 
a sn-Kill \otumt, ot^m adhosi\ e or ■sealant matena!. the miororeservoir is located in the applicator 
tip. v.hich i-^ tnihjifc of (Ik mml (Wlwn the liandlc portion. 

I^urthcr. as noted above, both Ycagcr and Quintero leach away from devices that can be 
Hreech-filied, Yeager indtcate.s that his design, which requires placing the medicament in 
ihioush a largv' opcuiup. ih \scn-huitcd ibr automated fdiiny. Siniilaih, i>uiiiteio\-> applicator is 
dcs'i;'icd be ruled ^MdcM oud i ^ ' ; \ ^ - hurlbcr. Uunuero selects 

>;v\>mv.'i'} ai.d maienab W\ appbcatuj to siuCmL^v e ,l jX l\uieti/ablc tnaiena! and lo pitxeut u 
i'rom polymer i//mg premature! v . l-'or example, the applicator tip may contain a polyinerization 
initiator or accelerator, which the pol> men /able materia! contacts a.s it exits the applicator and is 

4SW3.7s)Svl 10 ILMHi^ 
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AStEh'DMENT AND RESPONSE TO OFFICII ACTiON 

applied lo the desired surface. Thus. Quiiitero leaches away from modifying its applicator so 
thiu it is breecii-fiUed with ihe adhesive w seaUtnt material. 

\ hs-Tcforc. claims I -5 are non-obvious in view of Failon in combination with Ycager and 

Qii! Otero, 

Clamm B aiTdM-W are mfi^ahviom 
With respect lo the method cbiniSv l a Hon discloses a metliod for administenng a 
heiiio:>tatic a^icm to tissue following surgers; Kailon Joes not discbs^ or suggest a method of 
iransxciginai or tionsuctal dnic doln-ers dotuKxi b\ chums 6 -ird 8-10 Snnilailv Qiuntcro 
docs not diftclo-^c oi -suggcsi inserting the applfcatoi into a patient KCiuni oi \agina. as uquircd 
t>\ the method claims. Further, as noted above, none of the references discloses or suggests 
iMiiCch-fdling the applicator with 1 niL or less of a pharmaceutical fonnulaiion. In fact, each 
reference disc]t>scs fsHing the de\ice or applicator al one end with dK widest opcnmg, and 
adminii>iv.'r.p.z ihc {ornuilation ihtoujih a -iccond, nanow ■M'^'-'nini; at iho t^pps^suc end nf ihe 
dnji'c ll c.t is Ui> dibdi sure m suggestion j\ ialloii. ^ eagci aitd'Oi Quuictero tu modiiv die 
de% ice^ to he hreech-iiiled, as required by claims 6 and 8-10, Therefore, claims 6 and 8-10. as 
amended, are non-oh\ ious in view of Fallon in combination with Yeager and Quinetero, 
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AMKNDIVIENT AND RESPONSE lO OFFICE ACTION 

A!io'^\ancc (irciaiins 1-6 and S-10, as amenJeU, iu fespectfvilly solicited. 

Respectfully submitted. 

Risk a D Mc^nheit/ 
R\\ k.i I) i\!ojiaejl 
Reg No.4H.7JSl 

Date- March 15.2007 
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-01' Colon> Square, huiie 1200 
1201 Pcachtree Street 
.^rlanta, G^jorgia 30361 
(404> S79-2I52 
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